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A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 3 MONTH(S) OR THIRTY (30) DAYS, 
WHICHEVER IS LONGER, FROM THE MAILING DATE OF THIS COMMUNICATION. 

- Extensions of time may be available under the provisions of 37 CFR 1 . 1 36(a). In no event, however, may a reply be timely filed 
after SIX (6) MONTHS from the mailing date of this communication. 
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earned patent term adjustment. See 37 CFR 1.704(b). 
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3) D Since this application is in condition for allowance except for formal matters, prosecution as to the merits is 
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35 U.S.C. 101 reads as follows: 

Whoever invents or discovers any new and useful process, machine, manufacture, or composition of 
matter, or any new and useful improvement thereof, may obtain a patent therefor, subject to the 
conditions and requirements of this title. 

Claim 27 is rejected under 35 U.S.C. 101 because the claimed invention is not 
supported by either a credible asserted utility or a well established utility. 

Specifically claim 27 is directed to a method of preventing bacterial or protozoan 
infection. The broadest reasonable interpretation of the term infection merely requires 
that one microorganism gain entry into the cells of a host. There is no evidence that 
entry would be prevented, therefore that utility would not be credible. 

Claim 27 is also rejected under 35 U.S.C. 112, first paragraph. Specifically, since 
the claimed invention is not supported by either a credible asserted utility or a well 
established utility for the reasons set forth above, one skilled in the art clearly would not 
know how to use the claimed invention. 

Applicant's arguments filed September 14, 2007 have been fully considered but 
they are not persuasive. 

Applicant contends that the use of azithromycin as a preventive treatment is well 
known in the art. This argument has not been found persuasive since the definition of 
the terminology "preventive treatment" is not set forth in the specification. Therefore, 
said terminology encompasses the preventing a single microorganism entry into a host 
cell. Since there is no evidence that entry would be prevented, the above stated 
rejection has not been overcome. 

The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that 
form the basis for the rejections under this section made in this Office action: 
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A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public 
use or on sale in this country, more than one year prior to the date of application for patent in the United 
States. 

The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 1 02 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

This application currently names joint inventors. In considering patentability of 
the claims under 35 U.S.C. 103(a), the examiner presumes that the subject matter of 
the various claims was commonly owned at the time any inventions covered therein 
were made absent any evidence to the contrary. Applicant is advised of the obligation 

under 37 CFR 1.56 to point out the inventor and invention dates of each claim that was 

i 

not commonly owned at the time a later invention was made in order for the examiner to 
consider the applicability of 35 U.S.C. 103(c) and potential 35 U.S.C. 102(e), (f) or (g) 
prior art under 35 U.S.C. 103(a). 

Claims 1, 6, 9, 12-17, 22, 26-28, 30 and 31 are rejected under 35 U.S.C. 102(b) 
as being anticipated by Asero et al (U.S. Patent No. 6,277,829). Or Khamar et al (WO 
02/07736 A1) 

Asero disclose the claimed formulation comprising azithromycin and citric acid, 
wherein the molar ratio of azithromycin to citric acid is about 1:0.67 to 1:1.5 and the pH 
is adjusted to 5.5-7.6 (column 3, lines 51-57) and having concentration of 10% (column 
4, lines 1-2). 
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Khamar et al disclose dissolving cirtric acid in water, adjusting the pH to 4 to 6 
and adding azithromycin. Page 4, Example 1). An addition salt comprising azithromycin 
and citric acid would have been inherently formed from such a process. 

Applicant's arguments filed September 14, 2007 have been fully considered but 
they are not persuasive. 

Applicant contends that under conditions disclosed by Asero, azithromycin 
hydrogen citrate should not be formed. This argument has not been found persuasive 
since applicant has not presented any evidence that the claimed salt is not present in 
the composition disclosed by Asero. 

Applicant also contends that Khamar does not disclose the isolation of the salt 
formed. This argument has not been found persuasive since the present are not limited 
to an isolated azithromycin hydrogen salt but encompass said salt in admixture with any 
other additional component. Applicant further contends that the conditions disclosed by 
Khamar would not result in the formation of azithromycin hydrogen citrate. This 
argument has not been found persuasive since applicant has not presented any 
evidence that the claimed salt is not present in the composition disclosed by Khamar. 

Claims 1,6 9, 12-19, 22 and 26-31 are rejected under 35 U.S.C. 103(a) as being 
unpatentable over Aero et al (U.S. Patent No. 6,277,829) or Khamar et al (WO 
02/07736 A1). 

Each of Asero et al and Khamar et al discloses combining citric acid and 
azithromycin but does not disclose isolation of azithromycin hydrogen citrate by 
crystallization. However, since crystalline azithromycin is well known in the art, such as 
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azithromycin dihydrate disclosed by Khamar et al, a person having ordinary skill in the 
art at the time the claimed invention was made would have been motivated to crystallize 
citric salt of azithromycin because said salt would have been expected to possess 
similar properties as known crystalline forms of azithromycin. 

Applicant's arguments filed September 14, 2007 have been fully considered but 
they are not persuasive. 

Applicant has not presented any evidence that azithromycin hydrogen citrate is 
not present in the compositions disclosed by the cited prior art. In the event that the 
claimed salt is not present, note the claimed compound is identical to the known 
compound, azithromycin, with the exception that the salt is now claimed. Since salts 
are generally recognized as having superior solubility properties, in the absence of 
unexpected result or property, claims to the salt of a known compound are considered 
obvious over a known compound. 

THIS ACTION IS MADE FINAL. Applicant is reminded of the extension of time 
policy as set forth in 37 CFR 1.136(a). 

A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply is filed within 
TWO MONTHS of the mailing date of this final action and the advisory action is not 
mailed until after the end of the THREE-MONTH shortened statutory period, then the 
shortened statutory period will expire on the date the advisory action is mailed, and any 
extension fee pursuant to 37 CFR 1.136(a) will be calculated from the mailing date of 
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the advisory action. In no event, however, will the statutory period for reply expire later 
than SIX MONTHS from the mailing date of this final action. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Elli Peselev whose telephone number is (571) 272- 
0659. The examiner can normally be reached on 8.00-4.30. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Shaojia Jiang can be reached on (571) 272-0627. The fax phone number 
for the organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 

Elli Peselev 




GROUP 1200 



